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1. Applicant and Manufacturer Information 

Applicant Name: R.J. Reynolds Tobacco Company 
Applicant Address: 401 North Main Street 

W inston-Salem, NC 27101 
Manufacturer Name: R.J. Reynolds Tobacco Company 
Product Manufacturing 7855 King-Tobaccoville Road 
Address: Tobaccoville, NC 27050 

2. Product Information 

New Product Names, Submission Tracking Numbers (STN), and Predicate Product Name 

New Product Name STN Predicate Product Name 
Camel Classic Blue SE0015535 Camel Light Hard Pack 
Camel Classic Blue Soft Pack SE0015536 

Product Identification 

Product Category Cigarettes 
Product Sub-Category Combusted Filtered 
Number of Products per 
Retail Unit 20 cigarettes per pack, 10 packs per paperboard carton. 

SE0015535: The packaging materials consist of aluminum foi l inner liner 
with laminated machine glazed paper, inner frame solid bleached sulphate 
paperboard box, polypropylene fi lm overwrap, and solid bleached 

Product Package 
sulphate paperboard carton . 

SE0015536: The packaging materials consist of a foil inner liner with 
laminated machine glazed paper, paper label and paper closure, 
polypropylene fi lm overw rap, polypropylene tear tape, and solid bleached 
sulphate paperboard carton 

3. The Need for the Proposed Actions 

The proposed actions, requested by the applicant, are for the Food and Drug Administration (FDA) to 
issue marketing orders under the provisions of sections 910 and 9050) of the Federal Food, Drug, and 
Cosmetic Act. The applicant w ishes to introduce two new tobacco products into interstate commerce for 
commercial distribution in the United States and submitted to the Agency substantial equiva lence (SE) 
reports to obtain marketing orders. The Agency shall issue marketing orders if the new products are 
found substantially equ iva lent to the single predicate product. The pred icate product is a grandfathered 
product (GF1200549) commercially marketed in the United States as of February 15, 2007. 

The new products differ from the single predicate product due to changes in the design features and 
ingredients (Confidential Appendix 1). The product package changed from hard pack in the predicate 
product to a soft pack in the new product in SE0015536. 
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4. Alternatives to the Proposed Actions  

The no-action alternative is FDA does not issue marketing orders for the new tobacco products in the 
United States. 

5. Potential Environmental  Impacts of the Proposed Actions and Alternatives  – Manufacturing  
the New Products  

The Agency considered potential environmental impacts that may be affected by manufacturing the 
new products and found no significant impacts, based on Agency-gathered information and the 
following information submitted by the applicant: 

• Components of the new products are commonly used in other products manufactured at the 
facility 

• The new products are intended to replace similar tobacco products currently manufactured at 
the facility. 

• No facility expansion is expected due to manufacturing the new product. 

5.1 Affected Environment  

The affected environment includes human and natural environments surrounding the manufacturing 
facility. The new products would be manufactured at the address listed in section 1 of this document 
(Figure 1). 

Figure  1. Location of the Manufacturing Facility 
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https://maps.waterdata.usgs.gov/mapper/index.html
https://water.usgs.gov/edu/watershed.html


https://echo.epa.gov/detailed-facility-report?fid=110000345225
https://www.co.forsyth.nc.us/EAP/assets/doc/00745_TV_permit.pdf
https://databasin.org/maps/new#datasets=d579d87eb54f4374a77ea53e7ef66449
https://www.fws.gov/raleigh/species/cntylist/forsyth.html


https://myrtk.epa.gov/info
https://enviro.epa.gov/facts/tri/ef-facilities/#/Facility/27050RJRYN7855A
https://enviro.epa.gov/facts/tri/ef-facilities/#/Facility/27050RJRYN7855A


https://files.nc.gov/ncdeq/Water%20Quality/Planning/BPU/BPU/Yadkin/Yadkin%20Plans/2010%20Plan/2_03040101%20Yadkin%20River%20Headwaters-2010.pdf
https://files.nc.gov/ncdeq/Water%20Quality/Planning/BPU/BPU/Yadkin/Yadkin%20Plans/2010%20Plan/2_03040101%20Yadkin%20River%20Headwaters-2010.pdf


https://www.ttb.gov/tobacco/tobacco-stats.shtml
https://www.ttb.gov/tobacco/tobacco-stats.shtml




https://www.ucdmc.ucdavis.edu/publish/news/newsroom/2763
https://www.nfpa.org/News-and-Research/Data-research-and-tools/US-Fire-Problem/Smoking-Materials
https://www.nfpa.org/News-and-Research/Data-research-and-tools/US-Fire-Problem/Smoking-Materials


http://dx.doi.org/10.6028/NIST.IR.8147
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Rudaina Alrefai-Kirkpatrick, Ph.D., Center for Tobacco Products 
Education: Ph.D. in Plant Molecular Biology and Virology 
Experience: Forty-two years in various scientific activities including eight years in NEPA practice 
Expertise: NEPA analysis, environmental risk assessment, evidence-based assessment of health 

technologies, NEPA Implementation 

Reviewer:  

Gregory Gagliano, M.S., Center for Tobacco Products 
Education: M.S. in Environmental Science 
Experience: Thirty-seven years in environmental compliance and analysis
 Expertise: Environmental toxicology, risk assessment, NEPA analysis, regulatory compliance 

9. A Listing of  Agencies and Persons Consulted  

Not applicable. 
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Confidential Appendix 1. Changes in the New Products as Compared with the Predicate Product 

STN Change from the Predicate Product 

• Decrease in tota l cigarette weight 

• 1(6)(~) I 
1. 

• Deletion of cork-on-w hite t ipping paper . 

• Addition of alternate cork-on-w hite tipping paper leading to a decrease in 
the t ipping paper weight. 

• Deletion of fi lter tow . 

• Addit ion of alternate filter tow . 

• Deletion of gold monogram ink . 

SE0015535 
SE0015536 
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